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I. Basis of the report 



1. With regard to the elements of the international application:* 
| x | the international application as originally filed 

Sthe description: 

pages 1 Ji 

pages NONE 

pages 



_ , as originally filed 
filed with the demand 



NONE 



, filed with the letter of 



| x| tne claims: 

pages 32-34 

pages NONE 

pages NONE 

pages NONE 



, as originally filed 

as amended (together with any statement) under Article 19 
, filed with the demand 



filed with the letter of 



| x| tne drawings: 

pages 

pages 

pages 



NONE 



, as originally filed 

filed with the demand 



NONE 



| x| the sequence listing part of the description: 

pages NONE 

pages NONE 

pages 



, filed with the letter of 



, as originally filed 

, filed with the demand 



NONE 



filed with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is* 

□ 

the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 
I 1 the language of publication of the international application (under Rule 48.3(b)). 

| | the language of the translation furnished for the purposes of international preliminary examination (under Rules 55.2 and/ 
or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in printed form. 

[ | filed together with the international application in computer readable form. 

| | furnished subsequently to this Authority in written form. 

| | furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable fomi is identical to the writen sequence listing has 
1 — 1 been furnished. 

4, 1 xl The amendments have resulted in the cancellation of: 

L2il the description, pages NONE 

the claims, Nos. 



NONE 

the drawings, sheets/ftg NONE 



^ 1^ 1 This report has been drawn as if (some of) the amendments had not been made, since they have been considered to go 

beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 
* Replacement sheets wliich have been fiirnished to llie receiving Office in response to an invitation tinder Article 14 are referred to 
in this report as "originally filed" and are not annexed to this report since they do not contain amendments (Rules 70.16 
and 70.17). 

**Any replacement sheet containing such amendments must he referred to under item 1 and annexed to this report. 
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III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 



i The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non obvious), or to be 
industrially applicable have not been and will not be examined in respect of: 

| | the entire international application. 

QD claims Nos. 3-6. 8. 9 (IN PARTl AND 2 1 

because: 

I - J the said international application, or the said claim Nos. _ relate to the following subject matter which 
' — I does not require international preliminary examination (specify). 



| | lhe description, claims or drawings (indicate particular elements below) or said claims Nos. are so 
unclear that no meaningful opinion could be formed (specify). 



| | tr »e claims, or said claims Nos. _ are so inadequately supported by the description that no meaningful 
opinion could be formed. 



no international search report has been established for said claims Nos. (See Attached** 



2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide and/or amino acid 
sequence listing to comply with the standard provided for in Annex C of the Adininistrative Instructions: 

□ 

the written form has not been furnished or does not comply with the standard 
□ the computer readable form has not been furnished or does not comply with the standard. 
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IV. Lack of unity of invention 



1. In response to the invitation to restrict or pay additional fees the applicant has: 
| | restricted the claims. 

[ ] paid additional fees. 

| [ paid additional fees under protest. 

| | neither restricted nor paid additional fees. 

2. I x| Thus Authority found that the requirement of unity of invention is not complied with and chose, according to Rule 
— not to invite the applicant to restrict or pay additional fees. 



68.1, 



3. This Authority considers that the requirement of unity of invention in accordance with Rules 13.1, 13.2 and 13.3 is 
| | complied with. 

| x| not complied with for the following reasons: 

This application contains the following inventions or groups of inventions which are not so linked as to form a single 
inventive concept under PCT Rule 13.1. In order for all inventions to be examined, the appropriate additional examination 
fees must be paid. 

Group I, claim(s)l-6, drawn to cDNA and uses of antisense molecules. 
Group II, claim(s) 7, drawn to use of RNA or DNA probes. 
Group III, claim(s) 8 and 9, drawn to uses of ribozymes. 

Group IV, claim(s) 10-12 and 16-20, drawn to antibodies and uses of said antibodies. 
Group V, claim(s) 13-15, drawn to vectors. 

The inventions listed as Groups I-V do not relate to a single inventive concept under PCT Rule 13.1 because, under PCT 
Rule 13.2, they lack the same or corresponding special technical features for the following reasons: 

Pursuant to 37 C.F.R. 1.475(d), the ISA/US considers that where multiple products and processes are claimed, the 
main invention shall consist of the first invention of the category first mentioned in the claims and the first recited invention 
of each of the other categories related thereto. Accordingly, the main invention (Group I) comprises the first-recited 
product, polypeptides. Further pursuant to 37 C.F.R. 1.475(d), the ISA/US considers that any feature which the 
subsequently recited products and methods share with the main invention does not constitute a special technical feature 
within the meaning of PCT rule 13.2 and that each of such products and methods accordingly defines a separate invention. 



4. Consequently, the following parts of the international application were the subject of international preliminary examination 
in establishing this report: 

| | all parts. 

fx] the parts relating to claims Nos. L 2. 3-6 (in partV. 7; 8 and 9 (in partV. 10-20 . 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability 
citations and explanations supporting such statement 

I. statement 

Novelty (N) 



Inventive Step (IS) 



Claims 1-20 



Claims NONE 



Claims 1-15 and 19-20 



Claims 16-18 



YES 
NO 

YES 
NO 



Industrial Applicability (IA) 



Claims 1-20 



Claims NONE 



YES 
NO 



citations and explanations (Rule 70.7) 

Claims 16-18 lack an inventive step under PCT Article 33(3) as being obvious over Morris et al (1998) in view of Creighton 
(Encyclopedia of Molecular Biology). Morris et al. disclose antibodies to rNudC and their use to monitor the levels of the 
rNudC protein. It is standard practice to use the protein/gene from one species to clone said gene from another species (see 
Creighton, pg 484). Consequently, one of skill in the art would have used the rNudC polypeptide, polynucleotide, and 
antibodies disclosed by Morris et al. to isolate the human homologue of rNudC (hNudC) and raise antibodies to said protein 
using the methods disclosed by Morris et al. 

Claims 1-15 and 19-20 meet the criteria set out in PCT Article 33<2)-(3), because the prior art does not teach or fairly 

S f^ St ^ ° f HNUdR ' USC ° f antisense ' use of ribozymes, the use of antibodies to hNudC or vectors for the production 
or nNudC. r 

Claims 1-20 meet the criteria set out in PCT Article 33(4) for industrial applicability. 
NEW CITATIONS 

Encyclopedia of Molecular Biology, Edited by Creighton, T.E. John Wiley & Sons, Inc. (New York) Volume 1 pages 
483-485, see page 484 
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VIII. Certain observations on the international application 



The following observations on the clarity of the claims, description, and drawings or on the question whether the claims are 
supported by the description, are made: 



Claims 17, 19 and 20 are objected to as lacking clarity under PCT Rule 66.2{a)(v) because practice of the claimed invention 
is not enabled as required under PCT Rule 5. 1(a) for the reasons set forth in the following paragraph. Claims are drawn to use 
of antibody or probes to hNudC to detect patients with leukemia and to differentiate between standard and high risk ALL patients 
or to determine whether a patient required intense therapy. Disclosure does not provide an adequate basis for making such 



Claims 3. 5 and 6 objected to under PCT Rule 66\2(a)(v) as lacking clarity under PCT Article 6 because the claims are indefinite 
for the following reason(s): Claim 3 fails to set the limitations for what is considered to be a "molecule". Claims 5 and 6 can 
refer to any gene its only means of identification is the symbol "HnudC". 



determinations. 
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Supplemental Box 

(To be used when the space in any of the preceding boxes is not sufficient) 



Continuation of: Boxes I - VIII 



Sheet 10 



CLASSIFICATION: 

The International Patent Classification (IPC) and/or the National classification are as listed below: 
IPC(7): C07H 21/02; C07K 16/00; C12Q 01/68; G01N 33/53 and US CK: 536/23.1; 530/387.1; 435/6, 7.1 



I. BASIS OF REPORT: 

5. (Some) amendments are considered to go beyond the disclosure as filed: 
NONE 



III. NON-ESTABLISHMENT OF REPORT: 

No international search report has been established for claim numbers 3-6, 8, 9 (IN PART) AND 21. 
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